
347

Food and Drug Administration, HHS § 876.1620

Subpart B—Diagnostic Devices

§ 876.1075 Gastroenterology-urology
biopsy instrument.

(a) Identification. A gastroenterology-
urology biopsy instrument is a device
used to remove, by cutting or aspira-
tion, a specimen of tissue for micro-
scopic examination. This generic type
of device includes the biopsy punch,
gastrointestinal mechanical biopsy in-
strument, suction biopsy instrument,
gastro-urology biopsy needle and nee-
dle set, and nonelectric biopsy forceps.
This section does not apply to biopsy
instruments that have specialized uses
in other medical specialty areas and
that are covered by classification regu-
lations in other parts of the device
classification regulations.

(b) Classification. (1) Class II (per-
formance standards).

(2) Class I for the biopsy forceps
cover and the non-electric biopsy for-
ceps. The devices subject to this para-
graph (b)(2) are exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

§ 876.1400 Stomach pH electrode.
(a) Identification. A stomach pH elec-

trode is a device used to measure
intragastric and intraesophageal pH
(hydrogen ion concentration). The pH
electrode is at the end of a flexible lead
which may be inserted into the esoph-
agus or stomach through the patient’s
mouth. The device may include an in-
tegral gastrointestinal tube.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

§ 876.1500 Endoscope and accessories.
(a) Identification. An endoscope and

accessories is a device used to provide
access, illumination, and allow obser-
vation or manipulation of body cav-
ities, hollow organs, and canals. The
device consists of various rigid or flexi-
ble instruments that are inserted into
body spaces and may include an optical
system for conveying an image to the

user’s eye and their accessories may
assist in gaining access or increase the
versatility and augment the capabili-
ties of the devices. Examples of devices
that are within this generic type of de-
vice include cleaning accessories for
endoscopes, photographic accessories
for endoscopes, nonpowered anoscopes,
binolcular attachments for endoscopes,
pocket battery boxes, flexible or rigid
choledochoscopes, colonoscopes, diag-
nostic cystoscopes, cystourethroscopes,
enteroscopes, esophagogastroduodeno-
scopes, rigid esophagoscopes, fiberoptic
illuminators for endoscopes, incandes-
cent endoscope lamps, biliary
pancreatoscopes, proctoscopes, resecto-
scopes, nephroscopes, sigmoidoscopes,
ureteroscopes, urethroscopes, endo-
magnetic retrievers, cytology brushes
for endoscopes, and lubricating jelly
for transurethral surgical instruments.
This section does not apply to
endoscopes that have specialized uses
in other medical specialty areas and
that are covered by classification regu-
lations in other parts of the device
classification regulations.

(b) Classification. (1) Class II (per-
formance standards).

(2) Class I for the photographic acces-
sories for endoscope, miscellaneous
bulb adapter for endoscope, binocular
attachment for endoscope, eyepiece at-
tachment for prescription lens, teach-
ing attachment, inflation bulb, meas-
uring device for panendoscope, photo-
graphic equipment for physiologic
function monitor, special lens instru-
ment for endoscope, smoke removal
tube, rechargeable battery box, pocket
battery box, bite block for endoscope,
and cleaning brush for endoscope. The
devices subject to this paragraph (b)(2)
are exempt from the premarket notifi-
cation procedures in subpart E of part
807 of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

§ 876.1620 Urodynamics measurement
system.

(a) Identification. A urodynamics
measurement system is a device used
to measure volume and pressure in the
urinary bladder when it is filled
through a catheter with carbon dioxide
or water. The device controls the sup-
ply of carbon dioxide or water and may
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also record the electrical activity of
the muscles associated with urination.
The device system may include trans-
ducers, electronic signal conditioning
and display equipment, a catheter
withdrawal device to enable a urethral
pressure profile to be obtained, and
special catheters for urethral
profilometry and electrodes for
electromyography. This generic type of
device includes the cystometric gas
(carbon dioxide) device, the
cystometric hydrualic device, and the
electrical recording cystometer, but
excludes any device that uses air to fill
the bladder.

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to § 876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 63
FR 59228, Nov. 3, 1998]

§ 876.1725 Gastrointestinal motility
monitoring system.

(a) Identification. A gastrointestinal
motility monitoring system is a device
used to measure peristalic activity or
pressure in the stomach or esophagus
by means of a probe with transducers
that is introduced through the mouth
into the gastrointestinal tract. The de-
vice may include signal conditioning,
amplifying, and recording equipment.
This generic type of device includes the
esophageal motility monitor and tube,
the gastrointestinal motility (elec-
trical) system, and certain accessories,
such as a pressure transducer, ampli-
fier, and external recorder.

(b) Classification. Class II (perform-
ance standards).

§ 876.1735 Electrogastrography system.

(a) Identification. An
electrogastrography system (EGG) is a
device used to measure gastric
myoelectrical activity as an aid in the
diagnosis of gastric motility disorders.
The device system includes the exter-
nal recorder, amplifier, skin electrodes,
strip chart, cables, analytical software,
and other accessories.

(b) Classification. Class II (Special
Controls). The special controls are as
follows:

(1) The sale, distribution and use of
this device are restricted to prescrip-
tion use in accordance with § 801.109 of
this chapter.

(2) The labeling must include specific
instructions:

(i) To describe proper patient set-up
prior to the start of the test, including
the proper placement of electrodes;

(ii) To describe how background data
should be gathered and used to elimi-
nate artifact in the data signal;

(iii) To describe the test protocol (in-
cluding the measurement of baseline
data) that may be followed to obtain
the EGG signal; and

(iv) To explain how data results may
be interpreted.

(3) The device design should ensure
that the EGG signal is distinguishable
from background noise that may inter-
fere with the true gastric myoelectric
signal.

(4) Data should be collected to dem-
onstrate that the device has adequate
precision and the EGG signal is repro-
ducible and is interpretable.

[64 FR 51444, Sept. 23, 1999]

§ 876.1800 Urine flow or volume meas-
uring system.

(a) Identification. A urine flow or vol-
ume measuring system is a device that
measures directly or indirectly the vol-
ume or flow of urine from a patient, ei-
ther during the course of normal urina-
tion or while the patient is catheter-
ized. The device may include a drip
chamber to reduce the risk of retro-
grade bacterial contamination of the
bladder and a transducer and electrical
signal conditioning and display equip-
ment. This generic type of device in-
cludes the electrical urinometer, me-
chanical urinometer, nonelectric uri-
nometer, disposable nonelectric urine
flow rate measuring device, and
uroflowmeter.

(b) Classification. (1) Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to § 876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996; 63 FR 59228, Nov. 3,
1998]
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